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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

This Office Action is in response to the Request for Continued Examination filed 
August 21 , 2007. All previous rejections have been withdrawn unless stated below. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 

Claim Rejections - 35 USC $ 102 - Anticipation (Previous Rejection) 

1) Claims 1-14 were rejected under 35 U.S.C. 102(b) as being anticipated by 
Takeuchi et al. (US 5,624,962). The rejection is maintained and applied to claims 15- 
21. 

Applicant argues Takeuchi is unable to anticipate the subject matter of any of the 
present claims because they are apparently not suited for injection in oral surgery or 
dental treatment. Further, there is no indication in Takeuchi that the compositions 
disclosed there in may have an osmotic pressure ratio of about 0.8 - 1 .3. This argument 
is not persuasive. 

The compositions may be used in the oral cavity and are aqueous liquid 
compositions and therefore can be delivered by injection into the oral cavity for dental 
treatment. Applicant has not specified what type of injections, such as parenteral, the 
compositions are. The compositions of the reference may be delivered, per se . into the 
periodontal pocket for dental treatment or possibly injected into the cavity at the site of 
an extracted tooth with a syringe, which makes them injectable compositions. 
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Claim Rejections - 35 USC $ 102 - Anticipation (New Rejection) 

1) Claims 15-21 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Busciglio (US 4,748,022). 

Busciglio discloses compositions comprising diphenhydramine and lidocaine, 
which are formulated into aqueous solutions. The compositions are used to treat oral 
conditions (see Abstract). In regards to being able to inject the compositions, the 
compositions are liquid compositions (col. 5, lines 1-2) and are therefore injectable. The 
amount of diphenhydramine ranges from about 0.06% to 0.09%. The amount of 
lidocaine HCI ranges from 0.5% to 0.7% (col. 4, lines 30-37), which encompasses claim 
21 because the amount of diphenhydramine includes 1 tenth the amount of lidocaine 
which is encompassed by the recitation of 0.1 g of diphenhydramine to 1 g of lidocaine 
in instant claim 21. The reference anticipates the instant claims insofar as it discloses 
an injectable composition comprising a local anesthetic and an antihistamine. 

2) Claims 15-20 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Thut et al. (US 5,505,922). 

Thut et al. discloses local anesthetic compositions for injections. The 
compositions may comprise a local anesthetic such as lidocaine (lidocaine 
hydrochloride) and prilocaine and antihistamine-like anesthetics such as benadryl 
(diphenhydramine hydrochloride). These anesthetics can be present in the anesthetic 
pharmaceutical combination alone or as a mixture of two or more thereof (col. 3, lines 
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40-50). The compositions may additionally comprise sodium ions sufficient for body fluid 
isotonicity (col. 4, lines 22-30). The local anesthetics are formulated as 0.5 wt. % to 5.0 
wt % of the solutions (col. 3, lines 66-67). The intended use of the compositions carries 
no weight in determining patentability because the compositions of the reference, 
comprising a mixture of anesthetic and antihistamine, are substantially the same as the 
compositions of the instant claims. That being said the compositions of the reference 
should be a suitable injection in oral surgery or dental treatment because the two 
compositions are substantially the same and are also suitable for injection to a patient. 
The reference anticipates the instant claims insofar as it discloses an injectable 
composition comprising an anesthetic and an anti-histamine. 

Claim Rejections - 35 USC $ 103 - Obviousness (New Rejection) 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 
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This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35, U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 15-34 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Thut et al. (US 5,505,922). 

The reference is discussed above in the anticipation section. The reference 
differs from the instant claims insofar as it does not disclose the osmotic pressure ratio 
or the anti-histamine amount to anesthetic amount of 0.1 g to 1 0g of anti-histamine to 1g 
of anesthetic. 

Normally, changes in result effective variables are not patentable where the 
difference involved is one of degree, not of kind; experimentation to find workable 
conditions generally involves the application of no more than routine skill in the art. In re 
Alter 105 USPQ 233, 235 (CCPA 1955). Claim 21 reads on a 1:1 ratio, therefore it 
would have been obvious to one of ordinary skill in the art to use a 1:1 ratio of anti- 
histamine and anesthetic motivated by the desire to obtain optimal efficacy to treat a 
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patient and to also use equal parts of each component when the two are used together, 
as supported by cited precedent. 

In regards to the osmotic pressure ratio, it would have been obvious to one of 
ordinary skill in the art to have adjusted the isotonicity of the composition to achieve 
optimal diffusion of the compositions into the patients system, as supported by cited 
precedent. 

Claims 1 5- 34 are rejected. 
No claims allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lezah W. Roberts whose telephone number is 571-272- 
1071 . The examiner can normally be reached on 8:30 - 5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin H. Marschel can be reached on 571-272-0718. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Lezah Roberts Frederick Krass 

Patent Examiner Primary Examiner 
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